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DETAILED ACTION 

Applicants' response of October 28, 2008, to the Action of May 28, 2008, is 
acknowledged. It is acknowledged that Claims 12 and 13 have been amended. Claims 1-26 are 
pending. Claims 1-11 and 17-26 were previously withdrawn from further consideration as being 
drawn to nonelected inventions. Claims 12-16 are hereby reexamined. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Double Patenting 

Provisional rejection of Claims 12-16 under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over Claims 13-17 of US Application 
US 10/568,637, for the reasons explained in the prior action, is maintained. Applicants state that, 
should it become necessary, they would consider obviating this [rejection] by filing a terminal 
disclaimer. 

Claim Objections 

Objection to Claims 12-16, for reciting non-elected subject matter, is maintained. 
Applicants are reminded that the elected invention is directed to a method of treating obesity 
using an S6K kinase activity inhibitor. 

Claim Rejections - 35 USC § 112-Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 12-16 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention, for the following reasons. 

For Claims 12-16, the phrase "S6 kinase 1" renders the claims indefinite. Neither the 
claims nor the specification define the structure or function of all "S6 kinase 1" proteins. The 
specification states: 

'"S6K" or "S6 kinase" is used herein to encompass both S6K1 (p70 and p85) and S6K2 (see, 
for example, Genebank Accession No. M57428, AJ007938, AB019245, NM003952 and 
related sequences), although S6K1 is a preferred target. Exemplary functional equivalents 
(variants) or derivatives of S6K include molecules where S6K is covalently modified by 
substitution, chemical, enzymatic, or other appropriate means with a moiety other than a 
naturally occurring amino acid.' 

and 

"S6 kinase is a kinase that phosphorylates the ribosomal protein, S6. Deletion of the S6K1 
gene (also known as p70/p85 S6K) in mice led to the identification of an S6K1 homologue, 
S6K2, which can partly compensate for S6K1 function biochemically to phosphorylate S6 
(Shima et al, 1998, EMBO J., 17, 6649-6659)." [0004] 

Said statements fail to define the structural or functional limitations for all encompassed 
"S6 kinases". The skilled artisan would not know the metes and bounds of the recited invention. 

For Claim 12, the phrase "a weight disorder dependent on fat accumulation" renders the 
claim indefinite. The specification states: ". . .a method is provided for screening an agent 
effective in treating a weight disorders dependent on fat accumulation (e.g. obesity). . ." (pg 9, 
parg 3). Said statement fails to define the phrase because (i) it fails to define the phrase "fat 
accumulation", which is a relative term, and (ii) it is only exemplary. The skilled artisan would 
not know the metes and bounds of the recited invention. 

For Claim 13, the term "obesity" renders the claim indefinite. The description in the 
specification on how to determine whether a human is suffering from obesity (parg brdg pg 24- 
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25) is only exemplary and does not define the metes and bounds of the recited invention. Claims 
14-16, as dependent from Claim 13, are indefinite for the same reason. 

Claim Rejections - 35 USC § 112-First Paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Enablement 

Rejection of Claims 12-16 under 35 U.S.C. 1 12, first paragraph/enablement, for the 
reasons explained in the prior action, is maintained. In support of their request that said rejection 
be withdrawn, Applicants provide the following arguments. 

(A) The invention relates to a method of using S6 kinase 1 (S6K1) inhibitors in a new 
method. S6K1 is already known in the art as a potential target in caner and angiogenesis. S6K1 
inhibitors were also known in the art at the time of filing. The specification provides clear 
guidance on how to identify S6K1 inhibitors without undue burden. 

(B) The scope of the method is limited. Weight disorder is defined specifically in the 
claims as related to a disorder dependent on fat accumulation. The S6 kinase activity is defined 
in the new claim as S6K1 activity. 

(C) The present invention is based upon the findings that S6K1 deficient mice show a 
reduction in white fat and brown fat, due to a reduction in a fat cell size, and that S6K1 _/ " mice 
are protected against fat accumulation, due to a sharp increase in basal lipolysis and a highly 
elevated metabolic rate. The correlation between S6K1 activity is not only shown using 
knockout mice having no S6K1 activity (Examples 1-8) but also shown with (i) adipose tissue 
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data from obese and normal mice tissue and (ii) obesity model mice with elevated S6K1 activity 
(see Example 9). 

(D) This correlation between fat accumulation and S6K1 activity would indicate to one of 
skill in the art that inhibitors of S6K1 would find use in e.g., diagnosis or treatment of any 
disorders resulting in fat accumulation. The claimed use has been asserted by in vivo data in 
animal model; the claimed use could only be further evaluated in a clinical trial. An applicant for 
a patent is not required to provide results from human clinical trials. 

These arguments are not found to be persuasive for the following reasons. 

(A) Reply : It is acknowledged that the claims arc so directed, that the human and 

mouse S6K1 are known in the art, that some mammalian S6K1 proteins have been implicated in 

cancer and angiogencsis, that some S6K1 inhibitors are known, and that some methods for 

identifying inhibitors of some S6K1 proteins are also known. However, the claims are directed 

to a method using any inhibitor of any S6K1 protein. The specification states: 

'"S6K" or "S6 kinase" is used herein to encompass both S6K1 (p70 and p85) and S6K2 (see, 
for example, Genebank Accession No. M57428, AJ007938, AB019245, NM003952 and 
related sequences), although S6K1 is a preferred target. Exemplary functional equivalents 
(variants) or derivatives of S6K include molecules where S6K is covalently modified by 
substitution, chemical, enzymatic, or other appropriate means with a moiety other than a 
naturally occurring amino acid. ' [002 1 ] 

and 

"S6 kinase is a kinase that phosphorylates the ribosomal protein, S6. Deletion of the S6K1 
gene (also known as p70/p85 S6K) in mice led to the identification of an S6K1 homologue, 
S6K2, which can partly compensate for S6K1 function biochemically to phosphorylate S6 
(Shima et al., 1998, EMBO J., 17, 6649-6659)." [0004] 

Thus, the term S6K1 encompasses any protein, having any structure, wherein the protein 
can have a variety of activities, including phosphorylation of the S6 ribosomal protein. The 
specification fails to enable the skilled artisan to make all said S6K1 proteins, use all said S6K1 
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proteins to identify inhibitors of any function thereof, or use all said identified inhibitors for 
successful treatment of a weight disorder. 

(B) Reply : It is acknowledged that weight disorder is defined in the claims as 
specifically dependent on fat accumulation. However, see (A), above, and the rejections under 
35 U.S.C. 112, second paragraph. 

(C) Reply : It is acknowledged that S6K1 deficient mice have a reduction in white and 
brown fat, a reduction in a fat cell size, an increase in basal lipolysis, and possibly an elevated 
metabolic rate. However, said findings do not enable the skilled artisan to make all S6K1 
proteins having any structure, use all said S6K1 proteins to identify inhibitors of any function 
thereof, or use all said inhibitors for successful treatment of a weight disorder. In addition, 
Applicants' assertion of a correlation between S6K1 phosphorylation of S6 and obesity is not 
found to be persuasive in light of the prior art. As taught by Shima et al, S6 phosphorylation is 
normal in S6K1 _/ " mice (Fig 4), the same mice taught by the specification (pg 30, parg 1). Thus, 
the slow growth in S6K1 _/ " mice is not due to inhibition of S6 phosphorylation by S6K1 kinase, 
but inhibition of some other function of S6K. Neither the specification nor the prior art have 
identified said other function of S6K, any methods for identifying inhibitors thereof, or any 
methods of using any said identified inhibitor for treating obesity. 

(D) Reply : It is acknowledged that there is a correlation between the expression of 
S6K1 and obesity in the mouse. It is also acknowledged that, depending on the ability to reach 
the desired cellular target in vivo, some inhibitors of mouse S6K1 may be useful for treating or 
preventing obesity in the mouse. However, neither the specification nor the prior art provide 
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evidence as to which inhibitors of which function(s) of any S6K1 can be used to successfully 
treat or prevent obesity in any living organism. Also see (C), above. 

For these reasons and those explained in the prior action, rejection of Claims 12-16 under 
35 U.S.C. 1 12, first paragraph/enablement, is maintained. 

Written Description 

Rejection of Claims 12-16 under 35 U.S.C. 1 12, first paragraph/written description, for 
the reasons explained in the prior action, is maintained. In support of their request that said 
rejection be withdrawn, Applicants provide the same arguments stated above for lack of 
enablement. 

The arguments are not found to be persuasive for the following reasons. 

(A) Reply : The instant claims are directed to methods using the genus of any inhibitor 
of any S6K1 protein, having any structure and any function, including phosphorylating the S6 
ribosomal protein. The specification fails to describe said methods in a manner to convey that 
the inventors were in possession of the invention at the time of filing. 

(B) Reply : See (A), above. 

(C) Reply : Said finding do not described how to make all S6K1 proteins having any 
structure, use all said S6K1 proteins to identify inhibitors of any function thereof, or use all said 
inhibitors for successful treatment of a weight disorder. The recited invention has not been 
described in a manner to convey that the inventors were in possession of the invention at the time 
of filing. 
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(D) Reply : The specification fails to describe methods for successfully using all 
inhibitors of any S6K1 to treat or prevent obesity in any living organism, in a manner to convey 
that the inventors were in possession of the invention at the time of filing. 

For these reasons and those explained in the prior action, rejection of Claims 12-16 under 
35 U.S.C. 1 12, first paragraph/written description, is maintained. 

Claims 14-16 are herein further rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Claims 14-16 are directed to a 
genus of methods for treating a weight disorder using an S6K1 inhibitor, wherein the S6K1 
inhibitor binds to the ATP binding site of S6K1, binds to the catalytic domain of S6K1, or is an 
antibody, respectively. The specification teaches no such methods. Given this lack of description 
of representative species encompassed by the genera of the claims, the specification fails to 
sufficiently describe the claimed invention in such full, clear, concise, and exact terms that a 
skilled artisan would recognize that applicants were in possession of the claimed invention. 
Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 12 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by Shima et al, 
1998. Shima et al teach a method for inhibiting S6K1 in mice by inactivating the encoding gene 
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(Fig 1). The method of Shima et al is identical to the method disclosed by the specification 
(Example 1; pg 30, parg 1). Therefore, Claims 12 and 13 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Shima et al, 1998. 

Allowable Subject Matter 

No claims are allowable. 

Final Comments 

To insure that each document is properly filed in the electronic file wrapper, it is 
requested that each of amendments to the specification, amendments to the claims, Applicants' 
remarks, requests for extension of time, and any other distinct papers be submitted on separate 
pages. 

It is also requested that Applicants identify support, within the original application, for 
any amendments to the claims and specification. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheridan L. Swope whose telephone number is 571-272-0943. 
The examiner can normally be reached on M-F; 9:30-7 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Nashed can be reached on 571-272-092834. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published application 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see htt p://pair-direct.uspto.gov . Should you have questions on the access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Sheridan Swope/ 
Primary Examiner, 1652 



